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Kontron Medical S.A.S
510(k) Submission
Sigma 110/330 Ultrasound Systems

510(k) Summary

June 5, 2000

(1) Submitter Information

Name: Kontron Medical S.A.S.
Address: 52, rue Pierre Curie

78370 Plaisir

France

Manufacturing Address: Same
Telephone: +33 1 30 57 66 00

Contact Person: Dr. George Myers (Official Correspondent)
Medsys Inc.

377Rt. 17 S

Hasbrouck Heights, NJ 07604

201-727-1703

Fax 201-727-1708

Date Prepared: June 5, 2000
(2) Name of Device:
Trade Name: Sigma 110/330 Diagnostic Ultrasound System
Common Name: Diagnostic Ultrasound System and Probes
Classification Name: (a) System, Imaging, Pulsed echo, Ultrasonic 90 IYO
(b)Transducer, Ultrasonic, Diagnostic, 90 ITX

(3) Equivalent Legally-Marketed Devices:
GE Logiq 500, K953752

The technological characteristics of the predicate device are the same as those of the ew
device.

(4) Description
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The "Sigma 110/ 330" is a small, modular ultrasound instrument intended to perform the
following diagnostic ultrasound investigations: Imaging (B-mode), Time motion (TM-
mode), Pulsed wave Doppler (PW Doppler), Continuous wave Doppler (CW Doppler) and
Color Flow Mapping (CFM). CFM is only possible in conjunction with electronically
scanned transducers on the Sigma 330 systems.

This submission also includes the transducers necessary for these procedures.

(5) Intended Use

Diagnostic ultrasound investigations including: Imaging (B-mode), Time motion (TM-
mode), Pulsed wave Doppler (PW Doppler), Continuous wave Doppler (CW Doppler) and
Color Flow Mapping (CFM).

(6) Performance Data

(a) Non-clinical tests

The Sigma 110/330 devices have succesfully passed IEC 601-1 (electrical
safety) and IEC 601-1-2 (electromagnetic compatibility), biocompatibility
tests for patient contact materials, and accuracy tests for all biocompatibil-
ity modes, as well as software validation tests.

(b) Clinical Tests
Since the Sigma 110/330 uses the same technology and principles as existing

devices, clinical tests are not required. However, a clinical demonstration showing
the images obtainable on the different modes is also presented.

(¢) Conclusion

The Sigma 110/330 Ultrasound sysytem with the associated.fansducers is
equivalent in safety and efficacy to the legally-marketed predicate device.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

AUG 8 2000 9200 Corporate Boulevard

Rockville MD 20850

Kontron Medical Systems S.A.S.

c/o CITECH

Mr. Robert Mosenkis

President

Medical Device Testing and Consulting

5200 Butler Pike

Plymouth Meeting, Pennsylvania 19462-1298

Re: K002239
Sigma 110/330 Diagnostic Ultrasound System
Regulatory Class: 11
21 CFR §892.1550/Procode: 90 IYN
21 CFR §892.1560/Procode: 90 IYO
Dated: July 21, 2000
Received: July 24, 2000

Dear Mr. Mosenkis:

We have reviewed your Section 510(kjnotification of intent to market the device referenced.above and we
have determined the device is substantially equivalent (for the indications for use stated in the enclosure) to
legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the enactment
date of the Medical Device Amendments, or to devices that have been reclassified in accordance with the
provisions of the Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device,
subject to the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling, and
prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the transducers listed betow-intended for'use with the
Sigma 110/330 Diagnostic Ultrasound System as described in your premarket notification.

3.5MHz CV 5.0 MHz CUR 5.0 MHz LIN
75MHz LV 7.5 MHz LVS 7.5 MHz LVD
6.5 MHz VMC 6.5 MHz EV 6.5 MHz MR
3.5 MHz GP 3.5 MHz GPD 3.5MHzGL
5.0 MHz GP 5.0 MHz GL 7.5 MHz GP
7.5 MHz GL 14 MHz PV 2 MHz TCD

2 MHz PEN 4 MHz PEN 8 MHz PEN

If your device is classified (see above) into either class II (Special Controls) or class I1I (Premarket Approval)
it may be subject to such additional controls. Existing major regulations affecting your device can be found
in the Code of Federal Regulations, Title 21, Parts 800 to 895. A substantially equivalent determination
assumes compliance with the Good Manufacturing Practice requirement, as set forth in the Quality System
Regulation (QS) for Medical Devices: General (GMP) regulation (21 CFR Part 820) and that, through
periodic QS inspections, the FDA will verify such assumptions. Failure to comply with the GMP regulation
may result in regulatory action. In addition, the Food and Drug Administration (FDA) may publish further




Page 2 — Mr. Robert Mosenkis

announcements concerning your device in the Federal Register. Please note: this response to your premarket
notification does not affect any obligation you may have under sections 531 and 542 of the Act for devices
under the Electronic Product Radiation Control provisions, or other Federal laws or regulations.

This determination of substantial equivalence is granted on the condition that prior to shipping the first ,
device, you submit a postclearance special report. This report should contain complete information, including
acoustic output measurements based on production line devices, requested in Appendix G, (enclosed) of the
Center’s September 30, 1997 “Information for Manufacturers Seeking Marketing Clearance of Diagnostic
Ultrasound Systems and Transducers.” If the special report is incomplete or contains unacceptable values
(e.g., acoustic output greater than approved levels), then the 510(k) clearance may not apply to the production
units which as a result may be considered adulterated or misbranded.

The special report should reference the manufacturer’s 510(k) number. It should be clearly and-prominently
marked “ADD-TO-FILE” and should be submitted in duplicate to:

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

This letter will allow you to begin marketing your device as described in your premarket notification. The
FDA finding of substantial equivalence of your device to a legally marketed predicate device results in a
classification for your device and thus permits your device to proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and additionally
809.10 for in vitro diagnostic devices), please contact the Office of Compliance at (301) 594-4591.
Additionally, for questions on the promotion and advertising of your device, please contact the Office of
Compliance at (301) 594-4639. Also, please note the regulation entitled, “Misbranding by reference to
premarket notification” (21 CFR §807.97). Other general information on your responsibilities under the Act
may be obtained from the Division of Small Manufacturers Assistance at its toll-free number (800) 638-2041
or at (301) 443-6597 or at its Internet address “http://www.fda.gov/cdrh/dsmamain:htmi”.

If you have any questions regarding the content of this letter, please contact Mr. Rodrigo C. Perez
at (301) 594-1212.

Sincerely yours,

/Vf/ Daniel G. Schultz, M
Captain, USPHS
Director, Division of Reproductive,
Abdominal and Radiological Devices
Office of Device Evaluation )
Center for Devices and Radiological Health

Enclosures



1.3 Indication for use

System: Sigma 110/ 330

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Diagnostic Ultrasound Indications for Use Form

Mode of Operation
A A | s || P | owo | Colr | Amslue | ooy | Comtes | ove
ging
Ophthaimic
Fetal N N N N N N
Abdominal N N N N N N
Intraoperative (specify)
Intraoperative Neurological
Pediatric N N N N N N
Small organs (specify) N N N N N N~ 4
Neonatal Cephalic N N N N N N
Adult Cephalic N N N N N N
Cardiac N N N N
Transesophageal
Transrectal N N N N N
| Transvaginal N N N N N
Transurethral
Intravascular
Peripheral Vascular N N N N N N
Laparascopic
ettt SRR
e tola IR
Other (specify)
N= new indication; P= previously cleared by FDA; E= added under Appendix E
Additional
COMMIMIENES .ottt rce ettt ettt et st et e st e sen e s s e asen e e aheeesaea s b esnate e e s steseaseesssntesaranesaranesres
ComrDopp]er&AmpmudeDopp|e,»on|yonS[gma3303ystems .........................................................
Small organs: Thyroid, Breast, Testicle
Concurrence of CDRH, Office of Wion @El
Ve
ivision Sign-Off) 4
Division of Reproductive, Abdominal, ENT,
. and Radiological Devices
VFécription Use (Per 21 CFR 801.109) 510(k) Number //\ QORI G
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Diagnostic Ultrasound Indications for Use Form

System: Sigma 110/ 330 Transducer: 3.5 MHz CV
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Mode of Operation
Clinical Application Color Amplitude | Color Combined Other
A B M PWD cwo Doppler Doppler I\ﬁla(:rg (specify) | (specify)
Ophthaimic
Fetal N N N N N
Abdominal N N N "N N
Intraoperative (specify)
infraoperative Neurological
Pediatric N N N N N
Small organs (specify)
Neonatal Cephalic
Aduit Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular
Laparascopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify}
N= new indication; P= previously cleared by FDA; E= added under Appendix &
Additional
COITIMIENES ... e ettt tenee et e et e e e e e e e e ettt e eeaabes s sabeeeserabesaresabas s eausn s eeaantmbanesarabebeaaeeaesneneneeas
........ Color Doppler & Amplitude Doppler only on Sigma 330 Systems ‘
Concurrence of CDRH, Office of Deﬁe Evaluation (ODE)
< sid
(Division Sign-Off)y  #
Division of Reproductive, Abdominal, ENT,
/ and Radiological Devices
2
Prescription Use (Per 21 CFR 801.109) 510(k) Number k 0C 223 C/?
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System: Sigma 110/ 330

Diagnostic Ultrasound Indications for Use Form

Transducer: 5.0 MHz CUR

Intended Use: Diagnostic ultrasound imaging or fiuid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

PWD

CWD

Color
Doppler

Amplitude
Doppler

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Ophthalmic

Fetal

Abdominal

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small organs (specify)

Neonatal Cephatic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transuretheal

Intravascular

Peripheral Vascular

Laparascopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (specify)

N= new indication; P= previously cleared by FDA; E= added under Appendix-E

Additional

.......................................................................................................................................................................

........ Color Doppler & Amplitude Doppler only on Sigma 330 Systems
Small organs: Thyroid, Breast, Testicle

Concurrence of CDRH, Office of Iﬁ

L/éscription Use (Per 21 CFR 801.109)

ice Evaluation (ODE)

¢ 4

< 4Ly

(Division Sign-Off)

Division of Reproductive, Abdominal, ENT,

and Radiological Dgvices

510(k) Number

00 Q2T 7

Section B
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System: Sigma 110/ 330

Diagnostic Ultrasound Indications for Use Form

Transducer: 5.0 MHz LIN

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

PWD

(0140]

Color
Doppler

Amplitude
Doppier

Color
Velocity
imaging

Combined.
{specify)

Other
(specify)

Ophthalmic

Fetal

Abdominal

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small organs (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparascopic

Musculo-skeletal
Conventional

Musculo-skeleta!
Superficial

Other (specify)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional

........ Color Doppler & Amplitude Doppler only on Sigma 330 Systems
Small organs: Thyroid, Breast, Testicle

Concurrence of CDRH, Office of Devi

/ Prescription Use (Per 21 CFR 801.109)

valuation (ODE)

(Division Sign-Off)

Division of Reproductive, Abdominal, ENT,
and Radioclogical Devices

510(k) Number

Koo o 23S

/

.y
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Diagnostic Ultrasound Indications for Use Form

System: Sigma 110/ 330 Transducer: 7.5 MHz LV
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

. Color .
CWD Color Amplitude Velocity Combined

Ooppler Doppler Imaging (specify)

Clinical Application

Other
(specity)

Ophthalmic

Fetal

Abdominal N | N N N N

Intraoperative (specify)

Intraoperative Neurological

Pediatric . N N N N N

Z
4
ra
=z
Z

Small organs (specify)

Neonatal Cephalic N N N N N

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethrat

Intravascular

Peripheral Vascular N N N N N.

Laparaséopic

Muscuio-skeletal
Conventional N | N N N N

Musculo-skeletal
Superficial N N N N N

Other (specify)

N= new indication; P= previously cleared by FDA; E= added under Appendix £
Additional '

........ Color Doppler & Amplitude Doppler only on Sigma 330 Systems
Small organs: Thyroid, Breast, Testicle

Concurrence of CORH, Office of Dﬁ Evaluation (ODE

il o, A pihr

(Division Sign-Off) /
Division of Reproductive, Abdominal, ENT,
and Radiological Devices

\//Prescription Use (Per 21 CFR 801.109) >10(k) Number /(//& "’l ”2‘3/(;
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Diagnostic Ultrasound Indications for Use Form
System: Sigma 110/ 330 Transducer: 7.5 MHz LVS

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Opercation

Color
Velocity
Imaging

Clinical Appilication Combined Other

(specify) (specify)

Color Amplitude
Doppler Doppler

" Ophthalmic

Fetal

Abdominal N N N N N

Intraoperative (specify)

Intraoperative Neurological

Pediatric N N N N N

=z
z
-4
=
z

Small organs (specify)

Neonatal Cephalic N N N N N

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular N N N N N

Laparascopic

Muscuto-skeletal ]
Conventional N N N N N

Musculo-skeletal
Superficial N N N N N

Other (specify)

N= new indication; P= previously cleared by FDA; E= added under Appendix&

Additional
O I B S e oeieieeeiceeeereeeeeicrese s e e st e e s seseresesesasatntnsstasasasnssasesntnsesstasetssasntnsnsnsnsnsnnnssssssessserensessnssnrnsnnes
....Color Doppler & Amplitude Doppler only on Sigma 330 Systems
Small organs: Thyroid, Breast, Testicle

.................................................................................................................................

Concurrence of CDRH, Office of Devjceé Evaluation (ODE)

(Division Sign- Off)
Division of Reproductive, Abdommal ENT,
and Radiological De71cet.

2022, ,L;LB()

\,/Prescription Use (Per 21 CFR 801.100) 510(k) Number

Section B July 12, 2000 15




Diagnostic Ultrasound Indications for Use Form

System: Sigma 110/ 330 Transducer: 7.5 MHz LVD
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Mode of Operation
Clinical Application . s | w | pwo | cwo D(;g:;;( Agg::i‘t;ige , Ygﬂ"o'g'ty (i:;nebcl'rf\;)d (szgng;)
maging
Ophthalmic
Fetat
Abdominal N N N N N
Intraoperative (specify)
Intraoperative Neurological
Pediatric N N N N N
Small organs (specify) N N N N N
Neonatal Cephalic N N N N N
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethrat
Intravascutar
Peripheral Vascular N N N N N
Laparascopic
| tcoso et JEE K
Supertcal N | NN N N
Other (specify)

N= new indication; P= previously cleared by FDA; E= added under Appendix €

Additional
(OTe 1t 1 ¢ |1 T OuRTRT TR OO P PP OSSP SP PP PR IS P PTT PRI PIREIT PP RPP TSP

........ Color Doppler & Amplitude Doppler only on Sigma 330 Systems
Small organs: Thyroid, Breast, Testicle

Concurrence of CDRH, Office of D ce Evaluation (ODE)

M’/ 4712/4/”),"\__

(Division Sign-Off)
Division of Reproductive, Abdominal, ENT,
and Radioiogical Devices

. 0 3
\/4escription Use (Per 21 CFR 801.109) 510(k) Number Kpopd 237

Section B July 12,2000




Diagnostic Ultrasound Indications for Use Form
System: Sigma‘ 110/ 330 Transducer: 6.5 MHz VMC

intended Use: Diagnostic ultrasound iméging or fluid flow analysis of the human body as follows:

Mode of Operation

: Color | .
Color Amplitude Velocity Combined

Doppter Doppler imaging (specify)

Clinical Application

Other
(specify)

Ophthalmic

Fetal N N N N N

Abdominal

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Smalt organs (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal N N N N N

Transvaginal N | N N N N

Transurethra!

Intravascular

Peripheral Vascutar

Laparascopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (specify)

N= new indication; P= previously cleared by FDA; E= added under Appendix-£
Additional

Concurrence of CDRH, Office of I?Ke Evaluation (ODE)
€.

(Division Sign-Off) '
Divigion of Repsductive, Abdominal, ENT,
and Radiclogieal Davices '

510(k) Numbet KecA2 3 Z

Vérescription Use (Per 21 CFR 801.109)

Section B ) July 12, 2000




System: Sigma 110/ 330

Diagnostic Ultrasound Indications for Use Form

Transducer: 6.5 MHz EV

Intended Use: Diagnostic ultrasound imaging or fiuid flow analysis of the human body as foliows:

Clinical Application

Mode of Operation

PWD

CWD

Color
Doppler

Amplitude
Doppler

Color
Velocity
Imaging

Combined
{specify)

Other
(specify)

Ophthalmic

Fetal

Abdominal

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small organs (specify)

Neonatal Cephalic

Adutt Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparascopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

~ Other (specify)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional

o OTITICIES oo eeeeeeeeeeeeeeeeeesereseeesssneaanbasasasssabesensassameessanseae s aa et £ s oe e e e a s T asE e e b e s e AR e s T e s s e st s

Concurrence of CDRH, Office of Dev,

Vp{escription Use (Per 21 CFR 801.109)

Evaluation (ODE)

(Division Sign-Off)

Y

Division of Reproductive, Abdominal, ENT,
and Radiviogical Devices

510(k) Number

Koc 323 ;

Section B

July 12, 2000
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System: Sigma 110/ 330

Diagnostic Ultrasound Indications for Use Form

Transducer: 6.5 MHz MR
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

CWD Color

Doppler |

Amplitude

Doppler

Color
Velocity
imaging

Combined |

{specify)

Other
{specify)

Ophthalmic

Fetal

Abdominal

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Smaill organs (specify)

Neonatal Cephalic

Aduit Cephalic

Cardiac

Transesophageal

Transrecta!

Transvaginal

Teansurethral

Intravascular

" Peripheral Vascular

Laparascopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (specify)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional

Concurrence of CDRH, Office of Pe ice Evaluation (ODE)

\/{rescription Use (Per 21 CFR 801.109)

5, é )

(Division Sign-Off)
Division of Reproductive, Abdominal, ENT, .
and Radiclogical Devices .

510¢k) Number

002029

Section B
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System: Sigma 110/ 330

Diagnostic Ultrasound Indications for Use Form

Transducer: 3.5 MHz GP

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

PWOD

Color
Doppler

Amplitude

cwo Doppler

Color
Velocity
imaging

Combined
(specify)

Other
(specify)

Ophthalmic

Fetal

Abdominal

Intraoperative (specify)

intraoperative Neurological

Pediatric

Small organs (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparascopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (specify)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional

O U I IS e eeeetteeeee et et et aeetatasasasasesessenraransnneesaratartreanssresmsasasasesranansnsnesssesurassientasssnstesasnsasasnsnsn

Concurrence of CDRH, Office ﬁvice Evaluation (ODE)

Jim/f71%aw%f‘

\Ascription Use (Per 21 CFR 801.109)

(Division Slga=0ff)

Division of Bgprsductive, Abdommal ENT,

and Radiokaginaal Liavices

510(k) Numbet

Kmvlﬂgﬁ

Section B

July 12, 2000
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System: Sigma 110/ 330

Diagnostic Ultrasound Indications for Use Form

‘Transducer: 3.5 MHz GPD
Iintended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as foliows:

Clinical Application

Mode of Operation

PWD CWD

Color
Doppler

Amplitude
Doppler

Color
Velocity
imaging

| combined

(specify)

Other
{specify)

Ophthaimic

Fetal

Abdominal

Intraoperative (specify)

} intraoperative Neurological

Pediatric

Small organs {specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

] Transrectal

Transvaginal

-Teansueethral

Intravascular

“Peripheral Vascular

Laparascopic

Musculo-skeletal
Conventional

Musculo-skeletal
“Supetficial

Other (specify)

N= new indication; P= previously cleared by FDA; E= added under Appendix €
Additional

\/Péscription Use (Per 21 CFR 801.109)

ana i

stk Neter L0 D D2 G

Section B

July 12, 2000
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System: Sigma 110/ 330

Diagnostic Ultrasound Indications for Use Form

Transducer: 3.5 MHz GL
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

Color Amplitude

cwo Doppler Doppler

Color
Velocity
fmaging

Combined
(specify)

Other
{specify)

Ophthaimic

Fetal

Abdominal

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Smalt organs (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparascoblc

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (specify)

N= new indication; P= previously cleared by FDA; E= added under Appendix &

Additional

COMMENES ...ttt s e e

Concurrence of CDRH, Office of

L/Fé,cription Use (Per 21 CFR 801.109)

vice Evaluation (ODE)

i 2, 5/4’;%

(Division Sign-Off)

Division of Rejnductive, Abdommal ENT,

and Radiological Devices

$10(k) Number . S QC27 3 v

Section B

July 12, 2000
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System: Sigma 110/ 330

Diagnostic Ultrasound Indications for Use Form

Transducer: 5.0 MHz GP

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application A 6 | u | pwp | cwp | Solor | Ampituce V‘éfo'g'ty Combined | Other
Doppler Doppler imaging (specify) {specify)
Ophthalmic
Fetal N N N N
Abdominal N N N N
Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small organs (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparascopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

| Other (specify)

N= new indication; P= previously cleared by FDA; E= added under Appendixt

Additional

LT a1 11 L TR U U O ORO P TP S TS SR PP ER R LS

\/Péscription Use (Per 21 CFR 801.109)

Concurrence of CDRH, Office of D

ice Evaluation (ODE)

(Division Sign-Off)
Division of Reproductive, Abdominal, ENT,
and Radiological Devices

© 510(k) Number, /( e AIFAZT
' 7

I
) 4 .

Section B

July 12,2000
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Diagnostic Ultrasound Indications for Use Form

System: Sigma 110/ 330 Transducer: 5.0 MHz GL
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Color .
Velocity Combined Other

imaging (specify) (specify)

Clinical Application Color Amplitude

Doppler Doppler

Ophthatmic

Fetal I N N N N

Abdominal N N N N

Intraoperative (specify)

Intraoperative Neurological

Pediatric N N N N

Small organs (specify) N N N N

Neonatal Cephalic

Adutt Cephalic

Cardiac ‘ N N N N

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparascopic

Musculo-skeletal
Conventional N . N N N

Musculo-skeletal
Superficial N N N N

Other (specify)

N= new indication; P= previously cleared by FDA; E= added under Appendix

Additional
COMMEBAS.......cooeei et ettt et ee e e e s st e e s ee sttt eeeee e

Concurrence of CDRH, Office of Dg¢ice Evaluatlon (ODE)

(Dmsmn Sign-Off) 7%&”\/

Division of Revroductive, Abdominal, ENT,
and Radiological Devices

"écription Use (Per 21 CFR 801.109) 510(k) Number k/’) 22 <<y

Section B July 12, 2000 24




System: Sigma 110/ 330
Intended Use: Diagnostic uitrasound imaging or fluid flow analysis of the human body as follows:

Diagnostic Ultrasound Indications for Use Form
Transducer: 7.5 MHz GP

Mode of Operation
Clinical Application Color ‘ Ampli Color .
plitude . Combined Other
A 8 M ] PWD | CwD Doppler Doppler '\r/re‘?qty (specify) (specify)
ging
Ophthalmic
Fetal N N N N
Abdominal N N N N
Intraoperative {specify)
Intraoperative Neurological
Pediatric N N N N
Small argans (specify) N N N N
Neonatal Cephalic N N N N
Adutt Cephalic
Cardiac
Transesophageal
) Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular N AN N N
Laparascopic
Musculo-skeletal
Conventional N N N N
Musculo-skeletal [
Superficial N N.J N N
Other (specify)
N= new indication; P= previously cieared by FDA; E= added under Appendix E
Additional
076131111111 | (TS O RURTOURURPUPPUPPPPPRPPU
Concurrence of CDRH, Office of D ,Zf Evaluation (ODE)
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(Division Sign- Off) qd
Division of Reproductive, Abdominal, ENT,
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System: Sigma 110/ 330

Diagnostic Ultrasound Indications for Use Form

Transducer: 7.5 MHz GL
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

PWD

CwWD

Color Amplitude Codqr Combined Other

Velocity

Doppler Doppler imaging {specify) (specify)

Ophthalmic

Fetal

Abdomina!l

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small organs (specify)

=z

pa

4

Z

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparascopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (specify)

N= new indication; P= previously cleared by FDA; E= added under Appendix £

Additional

COMMEIES ...ttt ettt er e e e ee e e e e e e ee et et e erevenn

Ascription Use (Per 21 CFR 801.109)

Concurrence of CDRH, Office of Dev‘i:@aluation (ODE)
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(Division Sign-Off) {
Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number_ K0 293 "—’7‘
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Diagnostic Ultrasound Indications for Use Form

System: Sigma 110/ 330 Transducer: 14 MHz PV
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

’ Vgloo::gi:y Combined Other

Imaging (specify) | (specify)

Clinical Application Color Amplitude

Doppler Doppler

Ophthaimic

Fetal

Abdominal N N N

Intraoperative (specify)

Intraoperative Neurologicat

Pediatric N N N N

=
b
=z

Small organs (specify)

Neonatal Cephalic N N N

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular N N N » o ‘ A

Laparascopic

Musculo-skeletal . o .
Conventional N N N

Musculo-skeletal
Superficial N N N

Other (specify)

N= new indication; P= previously cleared by FDA; E= added under Appendix E
Additional

(Divhsion Sign-Off) -
Division of Reproductive, Abdominal, ENT,
and Radieloglesl Devices

R Y - <, < 2 g
\/écripﬁon Use (Per 21 CFR 801.109) 510(k) Nutnber A e 323 VA
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Diagnostic Ultrasound Indications for Use Form

System: Sigma 110/ 330 Transducer: 2 MHz TCD
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

Color

PWD | CWD | o ol

Amplitude
Doppler

Color

Velocity
Imaging

Combined
(specify)

Other
(specify)

Ophthalmic

Fetal

Abdominal

Intracperative (specify)

Intraoperative Neurological

Pediatric

Smalt organs (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparascopic

Musculo-skeletal
Conventional

Muscuio-skeletal
Superficial

Other (specify)

N= new indication; P= previously cleared by FDA; E= added under Appendix E
Additional

Concurrence of CDRH, Office of Device Evaluation (ODE)

Ay
(Division Sign-Off) {7

Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number ,/(/m,:) 2.3
{

Prescription Use (Per 21 CFR 801.109)
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System: Sigma 110 / 330

Diagnostic Ultrasound Indications for Use Form

Transducer: 2 MHz PEN

intended Use: Diagnostic uitrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

PWD

Color

Cwp Dogppler

Amplitude
Doppler

Color

Velocity
N imaging

Combined
(specify)

Other
(specify)

Ophthalmic

Fetal

Abdominal

intraoperative (specify)

Intraoperative Neurological

Pediatric

Small organs (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparascopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (specify)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional

”‘{escription Use (Per 21 CFR 801.109)

(Division Sign-Off)

Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number K o0 22 ﬁ“q

Section B

July 12, 2000
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Diagnostic Ultrasound Indications for Use Form

System: Sigma 110/ 330 Transducer: 4 MHz PEN
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Color .
Velocity Combined Other

Imaging (specify) {specify)

Clinical Appiication Color Amplitude

Doppler Doppler

Ophthaimic

Fetal

Abdominal

Intraoperative (specify}

Intraoperative Neurological

Pediatric

Small organs (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular N N

Laparascopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (specify)

N= new indication; P= previously cleared by FDA,; E= added under Appendix E
Additional

Concurrence of CORH, Office of Dgfce Evaluation (ODE)

(Division Sign-Off)
Division of Reproductive, Abdominal, ENT,
and Radiological Devices

e 2¢
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System: Sigma 110/ 330

Diagnostic Ultrasound Indications for Use Form

Transducer: 8 MHz PEN

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

PWD

CWD

Color
Doppler

Amplitude
Doppler

" Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Ophthaimic

Fetal

Abdominal

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small organs {specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparascopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other {specify)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional
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